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DETAILED ACTION 

1. Acknowledgement is made of Applicant's Amendment, received by the Office on 
November 13, 2006. Claims 1, 3 and 7 were previously cancelled. Claims 2, 4-6 and 8-31 are 
pending. 

Information Disclosure Statement 

2. The information disclosure statement filed November 13, 2006 fails to comply with 37 
CFR 1 .98(a)(2), which requires a legible copy of each cited foreign patent document; each non- 
patent literature publication or that portion which caused it to be listed; and all other information 
or that portion which caused it to be listed. It has been placed in the application file, but the 
information referred to therein has not been considered. 

Response to Amendment 

3. The declarations under 37 CFR 1.132 filed November 13, 2006 are insufficient to 
overcome the rejection of claims 2, 4-6, 8-10, 15-18 and 21 based upon Treaba et al. (U.S. 
6,421,569) (herein Treaba) applied under 35 U.S.C. 102(e) as set forth in the last Office Action 
because: the declaration, submitted by Peter Gibson under 37 C.F.R. 1.132 is improper. Peter 
Gibson is not listed as an inventor of the subject matter of U.S. Patent No. 6,421,569; therefore 
the inventive entities of the current application and the Treaba reference are different. See 
MPEP§ 715.01(a) and 716.10. 
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Claim Rejections - 35 USC § 102 

4. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

5. Claims 2, 4-6, 8-10, 15-18 and 21 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Treaba. 

The applied reference has common Inventors with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

6. As to Claims 2 and 21, Treaba discloses a cochlear implantable electrode array, read as a 
cochlear implant electrode assembly device 10 (see Treaba Abstract and Fig. la) comprising an 
elongate electrode carrier member 12 having a plurality of electrodes 32 (see Treaba Figs, la- lb 
and 2a-2b, column 2, lines 50-52, column 4, lines 1-2 and lines 19-21) having a first, 
substantially straight configuration selected to allow the member 12 to be inserted into an 
implantee's cochlea and a second, curved configuration to conform to the surface of the cochlea 
of a patient (see Treaba column 2, lines 35-65). The elongate electrode carrier member 12 of 
Treaba is made fi"om a plastic material, such as medical grade silicone rubber, which is 
inherently a resiliently flexible first material (see Treaba Abstract, and column 4, lines 4-6). 
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Treaba expressly discloses in the abstract, lines 4-5 that "The array can be straightened, 

and held in a straight configuration by inserting a stylet into the lumen" and at colunm 2, lines 

59-64 Treaba expressly discloses that, 

Prior to insertion of the carrier into the cochlea, the stylet is introduced 
into the carrier to insure that the carrier is maintained in a substantially straight 
configuration. As the array is inserted into the cochlea, the stylet is slowly 
withdrawn allowing the array to assume a curved configuration (see Treaba 
column 2, lines 59-67). 

Treaba further discloses that lumen 30 of the elongate member 12 may receive first and second 
stiffening stylets, read as first and second stiffening elements 44-1 and 44-2 (see Treaba column 
8, lines 53-56), and that the second stiffening element 44-2 may only extend partially along the 
length of device 10, i.e. may be shorter than the first stiffening element 44-1 (see Treaba column 
8, lines 55-56). It is inherent that when the lumen 30 contains two stiffening elements 44-1 and 
44-2, the stylets in combination, bias the pre-curved electrode assembly device 10 into the first, 
relatively straight configuration and then upon removal of either styles 44 from the elongate 
member 12, the array assumes a second curved configuration (see Treaba Figs. 7a-7d and 8a and 
8b, column 2, lines 57-64, column 3, lines 14-22 and column 7, lines 36-39 and lines 65-67). 
The Examiner takes the position that removal of the shorter stiffening element 44-2 will not 
cause the entire elongate carrier member 12 to fully adopt to the second fully curved 
configuration that occurs with complete removal of the longer stiffening element 44-1 (see 
Treaba column 8, lines 4-6). The Examiner also takes the position that the elongate carrier does 
not instantaneously or immediately change from a first straight configuration to a second fully 
curved configuration upon removal of either of the stiffening elements 44 and it is inherent that 
the elongate member 12 assumes an intermediate partially curved configuration between the first 
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and second configurations, especially when a shorter second stiffening element 44-2 is used and 
removed first. 

7. As to Claim 4, Treaba discloses that the elongate electrode carrier member 12, when in 
the second curved configuration, adopts a spiral configuration 16 (see Treaba Fig. lb and column 
3, lines 65-67). 

8. As to Claim 5, Treaba discloses that the elongate member 12 is preformed to the second, 
curved configuration and made of a plastic material such as medical grade silicone rubber (see 
Treaba column 4, lines 4-6). It is inherent that the plastic material that comprises the elongate 
member 12 also comprises memory capabilities because a straightening jig is necessary to insert 
the stiffening elements 44 which hold the member 12 straight and when the stiffening elements 
44 are removed the elongate member re-assumes the pre-curved configuration (see Treaba 
column 3, lines 14-22 and Figs. 7a-7d). 

9. As to Claim 6, Treaba discloses that the elongate electrode carrier member 12 has a first 
distal end or tip 10a that is firstly inserted into the implantee and that extends forwardly fi-om the 
first end of the elongate member 12 (see Treaba Figs. 2a and 7a-7d and column 7, lines 24-27). 

10. As to Claim 8, the elongate electrode carrier member 12 of Treaba is made fi-om a plastic 
material, such as medical grade silicone rubber, which is inherently biocompatible (see Treaba 
Abstract, and column 4, lines 4-6). 

11. As to Claims 9 and 15-17, Treaba discloses that the stiffening elements 44-1 and 44-2 are 
made firom non-bioresorbable platinum stylet (see Treaba column 6, lines 8-15 and colunm 9, 
lines 30-34). 
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12. As to Claim 10, Treaba discloses that the stylet 44 is stiffer and more rigid than the first 
material of the carrier 12 (see Treaba colunm 3, lines 19-22). 

13. As to Claim 18, Treaba further discloses that a single lumen 30 of the elongate member 
12 may receive first and second stiffening stylets, read as first and second stiffening elements 44- 
1 and 44-2 (see Treaba column 8, lines 53-56). 

14. As to Claim 29, it is inherent firom the entire distal portion of elongate carrier 12's abihty 
to assume a gradual increase in curvature (see Treaba Figs. 7a-7d) that the distal end or tip 10a is 
flexible. 

Claim Rejections - 35 USC § 103 

15. The text of those sections of Titie 35, U.S. Code not included in this action can be found 
in a prior Office action. 

16. Claims 13-14, 22-25 and 27-28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Treaba in view of Parker et al. (U.S. 5,653,742). 

The applied reference has common Inventors with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art only under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 103(a) might be overcome by: (1) a showing under 37 
PPR 1.132 that any invention disclosed but not claimed in the reference was derived fi^om the 
inventor of this application and is thus not an invention "by another"; (2) a showing of a date of 
invention for the claimed subject matter of the application which corresponds to subject matter 
disclosed but not claimed in the reference, prior to the effective U.S. fihng date of the reference 
under 37 CFR 1.131; or (3) an oath or declaration under 37 CFR 1.130 stating that the 
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application and reference are currently owned by the same party and that the inventor named in 
the application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer in 
accordance with 37 CFR 1.321(c). This rejection might also be overcome by showing that the 
reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 35 U.S.C. 
103(a). SeeMPEP § 706.02(1)(1) and § 706.02(1)(2). 

17. As to Claims 13-14 and 22-23, Treaba discloses the claimed invention as discussed above 
except that neither stiffening elements 44-1 or 44-2 are disclosed expressly to be formed of a 
bioresorbable material, which dissolves or softens upon exposure to body fluid, selected fi'om the 
group comprising polyacrylic acid (PAA), polyvinyl alcohol (PVA), polylactic acid (PLA) and 
polyglycolic acid (PGA). 

Parker, however, discloses cochlear electrode array, read as an implantable tissue- 
stimulating device 20 comprising an elongate carrier member 12, made of a resiliently flexible 
elastic material, having a plurality of electrodes 16 mounted on the elongate carrier member 12. 
Parker also discloses that the device 20 comprises a stiffening element 18 that biases elongate 
member 12 into an insertion configuration, read as a first configuration allowing the member to 
be inserted into an implantee's body. Upon removal of the stiffening element 18 fi-om the 
elongate member 12 the elongate member adopts a deployed configuration, read as a second 
curved configuration where the elongate member is adapted to apply preselected tissue 
stimulation with the electrodes 16 (see Parker Abstract, Figures 1 and 2, column 3, lines 30-35 
and lines 53-67 and column 4, lines 1-4). Parker fiirther discloses that the elongate member 12 is 
preformed fi'om a plastics material with memory and is preformed to the second curved 
configuration (see Parker column 3, lines 23-30). 
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Parker further discloses that the stiffening element 18 is made of a bioresorbable material, 
which dissolves or softens up on insertion into a cochlea, and may be made of polyvinyl alcohol 
(PVA), polylactic acid (PLA), polyglycolic acid (PGA) and other similar compounds (see Parker 
Abstract, column 2, lines 35-37 and column 3, lines 38-41). Parker does not explicitly state why 
the bioresorbable material is used, but it appears that a bioresorbable-stiffening element is used 
to provide increasing flexibility of the elongate member the member is inserted into the body, 
such as the cochlea. It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to modify the either stiffening element as taught by Treaba, with a 
bioresorbable-stiffening element made of polyvinyl alcohol (PVA), polylactic acid (PLA), 
polyglycolic acid (PGA) and other similar compounds, as taught by Parker, since such a 
modification would provide the device with a bioresorbable-stiffening element for providing 
increasing flexibility of the elongate member upon insertion of the member into the cochlea. 
18. As to Claims 24 and 25, Treaba discloses the claimed invention as discussed above 
except that the device does not include an additional layer surrounding the elongate member, the 
additional layer having a first rate of fluid ingress therethrough and having at least one fluid 
ingress means formed therein, the rate of fluid ingress through the fluid ingress means being 
greater than the first rate of fluid ingress through the additional layer and wherein the fluid 
ingress means comprises one or mare slits in the additional layer. 

Parker, however, discloses cochlear electrode array, read as an implantable tissue- 
stimulating device 20 comprising an elongate carrier member 12, made of a resilientiy flexible 
elastic material, having a plurality of electrodes 16 mounted on the elongate carrier member 12. 
Parker also discloses that the device 20 comprises a stiffening element 18 that biases elongate 
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member 12 into an insertion configuration, read as a first configuration allowing the member to 
be inserted into an implantee's body. Upon removal of the stiffening element 18 from the 
elongate member 12 the elongate member adopts a deployed configuration, read as a second 
' curved configuration where the elongate member is adapted to apply preselected tissue 
stimulation with the electrodes 16 (see Parker Abstract, Figures 1 and 2, column 3, lines 30-35 
and lines 53-67 and column 4, Unes 1-4). Parker further discloses that the elongate member 12 is 
preformed from a plastics material with memory and is preformed to the second curved 
configuration (see Parker column 3, lines 23-30). 

Parker further discloses in Fig. 5 an alternate embodiment of the device comprising an 
additional layer which has a first rate of fluid ingress therethrough and has at least one fluid 
ingress means formed therein 19', the rate of fluid ingress through the fluid ingress means being 
greater than the first rate of fluid ingress through the additional layer. The fluid ingress means 
comprises one or more dimples, read as slits 17' in the additional layer of the elongated member 
12. Parker also discloses that the purpose of the slits is to hold a stiffener material 19', The 
stiffener 19' material of Parker is introduced into the slits 17' only after the carrier 10' is 
deformed to assume a straight or linear configuration, as seen in FIG. 5. The material is the same 
material as the material of sheath 18, that is, it is bioresorbable. In the embodiment of FIG. 5, the 
material 19' provides rigidity to the carrier 10' to prevent the carrier 10' from taking its spiral 
shape. In this manner, the carrier 10' can be readily implanted into the scala tympani. After 
implantation, the material 19' dissolves in the cochlear fluid and allows the carrier 10' to move 
back to its spiral shape (see Parker Fig. 5 and column 4, lines 5-21). 
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It would have been obvious to on having ordinary skill in the art at the time the invention 
was made to modify the device of Treaba in view of Parker to include an additional layer 
surrounding the elongate member, the additional layer having a first rate of fluid ingress 
therethrough and having at least one fluid ingress means formed therein, the rate of fluid ingress 
through the fluid ingress means being greater than the first rate of fluid ingress through the 
additional layer and wherein the fluid ingress means comprises one or mare slits in the additional 
layer to further hold the elongate member in a relatively straight configuration so that it may be 
implanted into the scala tympani. 

19. As to Claim 27, Treaba discloses the claimed invention as discussed above except that at 
least a portion of the outer surface of the elongate member is disclosed to be coated with a 
lubricious material. 

Parker, however, discloses cochlear electrode array, read as an implantable tissue- 
stimulating device 20 comprising an elongate carrier member 12, made of a resiliently flexible 
elastic material, having a plurality of electrodes 16 mounted on the elongate carrier member 12. 
Parker also discloses that the device 20 comprises a stiffening element 1 8 that biases elongate 
member 12 into an insertion configuration, read as a first configuration allowing the member to 
be inserted into an implantee's body. Upon removal of the stiffening element 18 from the 
elongate member 12 the elongate member adopts a deployed configuration, read as a second 
curved configuration where the elongate member is adapted to apply preselected tissue 
stimulation with the electrodes 16 (see Parker Abstract, Figures 1 and 2, column 3, lines 30-35 
and lines 53-67 and column 4, lines 1-4). Parker further discloses that the elongate member 12 is 
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preformed from a plastics material with memory and is preformed to the second curved 
configuration (see Parker column 3, lines 23-30). 

Parker further discloses an implantable tissue-stimulating device wherein at least a 
portion of an outer surface of the elongate member 12, surrounded by stiffening element 18, has 
a coating of a lubricious material to reduce friction and also may be made of a time-released 
antimicrobial material to provide protection against infections during implantation (see Parker 
column 3, lines 40-48). Therefore it would have been obvious to one having ordinary skill in the 
art at the time the invention was made to modify the elongate member of Treaba in view of 
Parker to be coated with a lubricious material to reduce provide protection against infections 
during implantation. 

20. As to Claim 28, the previously modified Treaba reference discloses the claimed invention 
as discussed above except the lubricous material is not disclosed to be selected from the group 
comprising polyacrylic acid (PAA), polyvinyl alcohol (PVA), polylactic acid (PLA) and 
polyglycolic acid (PGA). It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to select the lubricous material from the group comprising 
polyacrylic acid (PAA), polyvinyl alcohol (PVA), polylactic acid (PLA) and polyglycolic acid 
(PGA), since it has been held to be within the general skill of a worker in the art to select a 
known material on the basis of its suitability for the intended use as a matter of obvious design 
choice. 

21 . Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Treaba in view of 
Kuzma (U.S. 6,1 19,044). Treaba discloses the claimed invention as discussed above except that 
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neither the first 44-1 or second 44-2 stiffening elements are disclosed as being formed fi:om a 
shape memory material. 

Kuzma, however, discloses an implantable electrode array 10 including a flexible carrier 
body 13 having a channel 11 (see Kuzma column 7, lines 16-20) for receiving a positioning 
stylet 20 made fi"om a memory wire that assumes a relatively straight, or non-spiral shape for 
insertion purposes and curves to fit the cochlea wall after insertion (see Kuzma column 7, lines 
35-50). The memory wire assumes or returns to the desired curvature needed to place the 
electrodes of the array against the modiolar wall so that the curvature wraps as snugly as possible 
around the modiolus of the cochlea in order to make the best electrode contact with the implantee 
(see Kuzma column 3, lines 35-40 and lines 60-64 and column 4, lines 21-29). Therefore, it 
would have been obvious to one having ordinary skill in the art at the time the invention was 
made to modify either stiffening element of Treaba in view of Kuzma with shape memory 
stiffening stylet in order to facilitate bending of the array with the electrodes on the inside of the 
bend to place the electrodes of the array against the modiolar wall so that the curvature wraps as 
snugly as possible around the modiolus of the cochlea in order to make the best electrode contact 
with the implantee. 

22. Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over Treaba in view of 
Parker and Kuzma. Treaba discloses the claimed invention as discussed above except that 
neither the first 44-1 or second 44-2 stiffening elements are disclosed as being formed from a 
bioresorbable material, which dissolves or softens upon exposure to body fluid. 

Parker, however, discloses cochlear electrode array, read as an implantable tissue- 
stimulating device 20 comprising an elongate carrier member 12, made of a resiliently flexible 
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elastic material, having a plurality of electrodes 16 mounted on the elongate carrier member 12. 
Parker also discloses that the device 20 comprises a stiffening element 18 that biases elongate 
member 12 into an insertion configuration, read as a first configuration allo^ying the member to 
be inserted into an implantee's body. Upon removal of the stiffening element 18 from the 
elongate member 12 the elongate member adopts a deployed configuration, read as a second 
curved configuration where the elongate member is adapted to apply preselected tissue 
stimulation with the electrodes 16 (see Parker Abstract, Figures 1 and 2, column 3, lines 30-35 
and lines 53-67 and column 4, lines 1-4). Parker further discloses that the elongate member 12 is 
preformed from a plastics material with memory and is preformed to the second curved 
configuration (see Parker column 3, lines 23-30). 

Parker further discloses that the stiffening element 18 is made of a bioresorbable material, 
which dissolves or softens up on insertion into a cochlea, and may be made of polyvinyl alcohol 
(PVA), polylactic acid (PLA), polyglycolic acid (PGA) and other similar compounds (see Parker 
Abstract, column 2, lines 35-37 and column 3, lines 38-41). Parker does not explicitly state why 
the bioresorbable material is used, but it appears that a bioresorbable-stiffening element is used 
to provide increasing flexibility of the elongate member the member is inserted into the body, 
such as the cochlea. It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to modify the either stiffening element as taught by Treaba, with a 
bioresorbable-stiffening element made of polyvinyl alcohol (PVA), polylactic acid (PLA), 
polyglycolic acid (PGA) and other similar compounds, as taught by Parker, since such a 
modification would provide the device with a bioresorbable-stiffening element for providing 
increasing flexibility of the elongate member upon insertion of the member into the cochlea. 
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The previously modified Treaba reference discloses the claimed invention as discussed 
above except that neither the first 44-1 or second 44-2 stiffening elements are disclosed as being 
formed from a shape memory material. Kuzma, however^ discloses an implantable electrode 
array 10 including a flexible carrier body 13 having a channel 1 1 (see Kuzma column 7, lines 16- 
20) for receiving a positioning stylet 20 made from a memory wire that assumes a relatively 
straight, or non-spiral shape for insertion purposes and curves to fit the cochlea wall after 
insertion (see Kuzma column 7, lines 35-50). The memory wire assumes or returns to the desired 
curvature needed to place the electrodes of the array against the modiolar wall so that the 
curvature wraps as snugly as possible around the modiolus of the cochlea in order to make the 
best electrode contact with the implantee (see Kuzma column 3, lines 35-40 and lines 60-64 and 
colunm 4, lines 21-29). Therefore, it would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify either stiffening element of Treaba in view 
of Kuzma with shape memory stiffening stylet in order to facilitate bending of the array with the 
electrodes on the inside of the bend to place the electrodes of the array against the modiolar wall 
so that the curvature wraps as snugly as possible around the modiolus of the cochlea in order to 
make the best electrode contact with the implantee. 

Allowable Subject Matter 

23. Claims 11-12, 19 and 30 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 
24.. Claim 31 is allowed. 
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Terminal Disclaimer 

25. The terminal disclaimer filed on November 13, 2006 has been reviewed and is accepted. 
The terminal disclaimer has been recorded. 

Conclusion 

26. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

27. THIS ACTION IS MADE FINAL. Applicant is reminded of the, extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated fi-om the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS fi-om the mailing 
date of this final action. 

28. Any inquiry concerning this communication or earlier communications firom the 
examiner should be directed to Jessica L. Reidel whose telephone number is (571) 272-2129. 
The examiner can normally be reached on Mon-Thurs 8:00-5:30, every other Fri 8:00-4:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Pezzuto can be reached on (571) 272-6996. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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